
United States Bvtent and TkADEMARK Office 



UNITED STATF,S DEPAnTMENT OF COMMKRCR 
Uitited St«tr;ft Pntont niid Trodomorlt OfTioo 

Afidre?r= r-<->MMIftf;i'-)NT:R OF PATKNTf! AND TRADRMARK* 
VV-.ttitiiiiKt-Oi. U U 20231 
vv'wvv lift pt/> gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



09/863,606 



05/23/2001 



Julianna Liszicwicz 



RGT 7028 



2145 



04/09/2003 



The Law Offices of Valerie E. Looper 
77126 Lightfall Court 
Columbia, MD 21044 



EXAMINER 



WILSON, MICHAEL C 



ART UNIT 



PAPER NUMBER 



1632 

DATE MAILED: 04/09/2003 



Please find below and/or attached an Office communication concerning this appHcation or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

09/863,606 



Examiner 

Michael C. Wilson 



Appllcant(s) 

USZIEWIC2 ETAL 



Art Unit 

1632 



The MAILING DATE of this communication appeal^ on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

" I !r°^ ''^^'Z fP®*''"®^ '^ss than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

* I P®"°^ 's specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce anv 
earned patent term adjustment. See 37 CFR 1.704(b), 

Status 

1)13 Responsive to communication(s) filed on 29 January 2003 . 
2a)n This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G 213 
Disposition of Claims 

4) K Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) 13 Claim(s) 1-21 are subject to restriction and/or election requirement. 
Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) n The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required In reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

!)□ Notice of References Cited (PTO-892) 4) [g| Interview Summary (PTO-41 3) Paper No(s) 8 

2 U Notrce of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) U Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) |S Other- Notice to Comply 
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DETAILED ACTION 

Applicants are reminded that to argue the FINAL restriction requirement a 
petition is the only proper response. However, to expedite prosecution, the 
application has been discussed with George Elliott (Quality Assurance Specialist) 
and Deborah Reynolds (Supervisory Patent Examiner), and the restriction sent 9- 
10-02, paper number 4, and the office action sent 12-31-02, paper number 6, 
have been vacated in favor of the instant restriction requirement (see attached 
Interview Summary). 



Specification 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 
CFR 1 .821 (a)(1 ) and (a)(2). However, this application fails to comply with the 
requirements of 37 CFR 1 .821 through 1.825 for the reason(s) set forth on the 
attached Notice To Comply With Requirements For Patent Applications 
Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 
The computer readable form (CRF) and sequence listing do not Include the 
sequences on pg 34, lines 18 and 20. Nor do the sequences have SEQ ID 
NO. Applicants must file a "Sequence Listing" accompanied by directions to 
enter the listing into the specification as an amendment. Applicant also must 
provide statements regarding sameness and new matter with regards to the CRF 
and the "Sequence Listing." Applicant is requested to return a copy of the 
attached Notice to Comply with the reply. Failure to fully comply with the 



Application/Control Nuffiber: 09/863,606 Page 3 

Art Unit: 1632 

sequence rules in response to the instant office action will be considered non- 
responsive. 



Election/Restrictions 

This application contains claims directed to the following patentably 
distinct species of the claimed invention: 

I) A method comprising administering an antiretroviral drug therapy 
comprising hydroxyurea and a reverse transchptase inhibitor until viral replication 
is effectively suppressed, and then administering a gene delivery complex 
comprising foreign genetic material and a non-viral vector, wherein the complex 
has a specific affinity for a receptor on an antigen presenting cell; 

II) A method comprising administering an antiretroviral drug therapy 
comprising a reverse transcriptase inhibitor and a protease inhibitor until viral 
replication is effectively suppressed, and then administering a gene delivery 
complex comprising foreign genetic material and a non-viral vector, wherein the 
complex has a specific affinity for a receptor on an antigen presenting cell; and 

III) A method comprising administering an antiretroviral drug therapy 
comprising a reverse transcriptase inhibitor, a protease inhibitor and hydroxyurea 
until viral replication is effectively suppressed, and then administering a gene 
delivery complex comprising foreign genetic material and a non-viral vector, 
wherein the complex has a specific affinity for a receptor on an antigen 
presenting cell; 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed 
species for prosecution on the merits to which the claims shall be restricted if no 
generic claim is finally held to be allowable. Claims 1-13 and 17 are generic. 

Applicant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a 
listing of all claims readable thereon, including any claims subsequently added. 
An argument that a claim is allowable or that all claims are generic is considered 
nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to 
consideration of claims to additional species which are written in dependent form 
or otherwise include all the limitations of an allowed generic claim as provided by 
37 CFR 1 .141 . If claims are added after the election, applicant must indicate 
which are readable upon the elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not 
patentably distinct, applicant should submit evidence or identify such evidence 
now of record showing the species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the 
inventions unpatentable over the phor art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Claims 15, 16 and 18-21 are generic to a plurality of disclosed patentably 
distinct species of reverse transcriptase inhibitor. If applicants elect Group I, II or 
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III, Applicants are required under 35 U.S.C. 121 to elect a single disclosed 
species of reverse transcriptase inhibitor, even though this requirement is 
traversed. 

Claims 18-21 are generic to a plurality of disclosed patentably distinct 
species of protease inhibitors. If applicants elect Group II or III, applicants are 
required under 35 U.S.C. 121 to elect a single disclosed species, of protease 
inhibitor even though this requirement is traversed. 

Should applicant traverse on the ground that the species are not 
patentably distinct, applicant should submit evidence or Identify such evidence 
now of record showing the species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, If the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 



Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Wilson who can normally be reached 
on Monday through Friday from 9:00 am to 5:30 pm at (703) 305-0120. 

Questions of formal matters can be directed to the patent analyst, 
Dianiece Jacobs, who can normally be reached on Monday through Friday from 
9:00 am to 5:30 pm at (703) 305-3388. 

Questions of a general nature relating to the status of this application 
should be directed to the Group receptionist whose telephone number is (703) 
308-1235. 

If attempts to reach the examiner, patent analyst or Group receptionist are 
unsuccessful, the examiner's supervisor, Deborah Reynolds, can be reached on 
(703) 305-4051 . 

The official fax number for this Group is (703) 308-4242. 

Michael C. Wilson 




R^iCffMEL WILSON 
PRIftMRYBCAM^^SKP 



